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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Health  Care  Financing  Administration 

42  CFR  Part  405 

Conditions  for  Coverage  of  Suppliers 
of  ESRD  Services  Seif-Dialysis  and 
Home  Dialysis  Training 

agency:  Health  Care  Financing 
Administration  (HCFA),  HHS. 
action:  Notice  of  proposed  rulemaking. 

SUMMARY:  These  proposed  regulations 
will  provide  for  program  approval  of  a 
facility  that  furnishes  training  and 
support  services  for  self-dialysis  and/or 
home  dialysis,  either  as  the  only  service 
or  in  combination  with  self-dialysis 
services.  The  requirements  for  a  training 
facility  are  the  same  as  those  for 
facilities  furnishing  staff-assisted 
dialysis,  with  some  additional  specific 
training  requirements.  The  intent  of  this 
change  is  to  encourage  greater  use  of 
self-dialysis.  Other  changes  are  being 
made  to  facilitate  program 
administration,  and  to  respond  to 
comments  on  the  regulations 
implementing  the  1978  amendments,  as 
well  as  to  adapt  the  requirements  to  a 
recently  developed  treatment  technique 
known  as  continuous  ambulatory 
peritoneal  dialysis  (CAPD),  to  provide 
for  approval  of  special  purpose  renal 
dialysis  facilities,  and  to  require  open 
staffs  in  ESRD  facilities. 
date:  Consideration  will  be  given  to 
written  comments  or  suggestions  mailed 
on  or  before  March  16, 1981. 

ADDRESSES:  Address  comments  to: 
Administrator,  Health  Care  Financing 
Administration,  P.O.  Box  17082, 
Baltimore,  Maryland  21235. 

In  commenting,  please  refer  to  HSQ- 
73P.  Comments  will  be  available  for 
public  inspection  beginning 
approximately  2  weeks  after 
publication,  in  Room  309G  of  the 
Department's  Offices  at  200 
Independence  Ave.,  S.W.,  Washington, 
D.C.,  on  Monday  through  Friday  of  each 
week  from  8:30  a.m.  to  5:30  p.m., 
telephone  202-245-7890. 

FOR  FURTHER  INFORMATION  CONTACT: 
Janet  Harryman,  Director,  Division  of 
1  lospital  Services,  1849  Gwynn  Oak 
Avenue,  Baltimore,  Maryland  21207, 
301-.594-9712. 

SUPPLEMENTARY  INFORMATION: 
Background 

The  Social  Security  Amendments  of 
1972  (Pub.  L.  92-603J  extended  Medicare 
protection  to  individuals  with  end-stage 
renal  disease  who  require  dialysis  or 
transplantation.  Those  amendments 


authorized  the  Secretary  to  prescribe 
regulations  for  facilities  that  furnish 
such  services. 

The  End-Stage  Renal  Disease  Program 
Amendments  of  1978  (P.L.  95-292} 
became  effective  June  13, 1978,  and  the 
implementing  requirements  for  self¬ 
dialysis  units  and  self-dialysis  services 
were  published  as  a  final  rule  with 
comment  period  in  the  Federal  Register, 
October  19, 1978,  (43  FR  48948).  Those 
regulations  prescribed  the  requirements 
for  approval  of  self-dialysis  units  but  did 
not  permit  approval  of  facilities  that 
furnished  only  self-dialysis  services. 

General  Considerations 

These  proposed  amendments  clarify 
and  expand  the  types  of  dialysis 
services  which  facilities  will  be 
approved  to  furnish,  and  they  include 
changes  directed  toward  more  effective 
administration  of  the  program. 

1.  Training  Only  Facilities — One  of 
the  changes  we  propose  will  classify 
training  as  a  dialysis  service.  This  will 
permit  the  approval  of  a  facility  which 
furnishes  only  training  and  support  for 
self-dialysis  or  home  dialysis,  to 
participete  in  the  ESRD  program. 
Approval  of  a  training  only  facility  is 
consistent  with  the  intent  of  Congress  to 
encourage  self-dialysis.  Since  dialysis 
training  is  essentially  the  same  as  staff- 
assisted  dialysis,  we  are  proposing  that 
facilities  providing  training  must  meet 
standards  as  stringent  as  those  for 
facilities  providing  other  dialysis 
services.  The  amended  regulations  of 
October  19, 1978  did  not  permit  approval 
of  facilities  furnishing  only  self-dialysis; 
a  self-dialysis  unit  could  be  approved 
only  as  part  of  a  facility  that  furnishes 
transplantation  or  a  dialysis  service 
other  than  self-dialysis.  Since  the 
proposed  amendments  define  self¬ 
dialysis  training  as  a  dialysis  service,  a 
self-dialysis  imit  could  also  be  approved 
as  a  part  of  a  facility  furnishing  training. 

2.  Special  Purpose  Renal  Dialysis 
Facilities — Present  regulations  do  not 
permit  us  to  approve  for  Medicare 
coverage  temporary  dialysis  units.  We 
continue  to  receive  inquiries  regarding 
the  feasibility  of  approving  for  Medicare 
reimbursement  dialysis  services 
provided  to  ESRD  beneficiaries  on  a 
short  term  basis  for  special 
rehabilitative  or  emergency  purposes 
when  those  beneficiaries  cannot  be 
accommodated  by  facilities  approved 
under  the  present  regulations. 

For  example,  in  many  cases  existing 
ESRD  facilities  are  too  remote  or  too 
near  capacity  to  serve  vacationing 
dialysis  patients.  Accordingly,  some 
hospitals  and  universities  have 
developed  programs  which  provide 
dialysis  services  to  these  patients  while 


they  are  on  extended  vacations.  These 
programs  include  both  transient  or 
mobile  units  in  State  parks  and  fixed 
location  units  such  as  children’s  camps. 
All  proposals  which  we  have  received  to 
approve  these  types  of  units  as  special 
purpose  dialysis  facilities  emphasize  the 
importance  of  these  units  in  programs 
designed  to  assist  ESRD  patients  and 
thei^  families  toward  the  goals  of  total 
rehabilitation  and  a  normal  lifestyle. 

The  availability  of  these  units  allows 
patients  some  respite  from  severely 
restricted  lifestyles  caused  by  the  need 
for  dialysis  treatments  three  times  a 
week  at  a  single  location. 

Under  this  proposed  regulation,  if  a 
facility  approved  under  the  present 
regulations  located  in  the  area  serving 
the  vacationing  patients  has  the 
capacity  to  accommodate  the  patients, 
treatment  must  be  administered  in  that 
unit.  However,  frequently  the  units  we 
have  been  asked  to  approve  are  part  of 
rehabilitative  programs  which  have 
been  developed  in  response  to  specific, 
unmet  needs  of  patients.  For  example, 
one  particular  program  provides  dialysis 
services  to  patients  in  National  Parks. 
These  parks  are  generally  not  close  to 
permanent  facilities  that  could 
accommodate  these  patients. 
Consequently  this  program  affords 
patients  an  opportunity  to  enjoy  the 
outdoors  by  vacationing  for  an  extended 
period  in  a  setting  which  would 
otherwise  be  inaccessible  to  them.  After 
carefully  reviewing  these  proposals,  we 
have  decided  that  the  benefits  of  the 
programs  are  significant,  and  are 
proposing  that  the  units  furnishing, 
dialysis  services  in  these  programs  be 
approved  as  special  purpose  renal 
dialysis  facilities. 

Under  these  proposed  regulations, 
these  special  purpose  dialysis  facilities 
would  receive  Medicare  reimbursement 
only  for  those  services  that  are 
reimbursed  under  Medicare  when 
provided  in  permanent  facilities 
approved  under  the  present  regulations. 
TTie  patient  would  continue  to  pay  for 
all  other  costs  such  as  actual  vacation 
expenses. 

We  are  also  proposing  to  approve 
special  purpose  dialysis  units  when 
these  units  are  necessary  to 
accommodate  patients  on  an  emergency, 
short  term  basis.  Examples  of  these 
emergencies  are  facility  closings  due  to 
strikes  or  bankruptcies  when  the  backup 
facilities  to  the  closed  facilities  cannot 
accommodate  the  patients  of  the  closed 
facilities. 

As  we  considered  whether  to  propose 
approval  of  these  special  purpose 
facilities  we  were  most  concerned  about 
three  problems:  safety  and  quality  of 
care,  proliferation  of  dialysis  facilities. 
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and  increased  program  costs.  With 
respect  to  the  quality  of  care  provided  in 
these  units,  the  evidence  available  to  us 
indicates  that  these  units  have  not 
experienced  any  problems  in  providing 
quality  care.  We  are  requiring  these 
units  to  meet  ail  conditions  for  approval 
for  dialysis  facilities,  including  ail  health 
and  safety  standards,  with  the  exception 
of  §§  405.2132,  405.2134,  and  405.2137. 

We  will,  of  course,  monitor  the 
performance  of  these  units  carefully.  We 
expect  that  any  unit  that  can  meet 
existing  health  and  safety  standards  will 
provide  quality  and  safe  care. 

We  are  proposing  to  exempt  special 
purpose  renal  dialysis  facilities  only 
horn  the  requirements  of  §  §  405.2132, 
405.2134,  and  405.2137.  We  do  not  think 
that  compliance  with  §  405.2132 
(fulfillment  of  service  needs  in  a 
network)  should  be  required  because  of 
the  short  range,  transient  nature  of  the 
population  to  be  served  in  such  units. 
This  requirement  applies  only  to  the  on¬ 
going  permanent  needs  of  the  network 
to  provide  adequate  services  for  the 
dialysis  population  residing  within 
network  boundaries,  and  as  such,  is  not 
appropriate  for  special  purpose 
facilities. 

Compliance  with  §  405.2134 
(membership  in  a  network)  will  not  be 
required  for  basically  the  same  reasons. 
The  temporary  nature  of  the  facility  and 
the  high  turnover  of  patients  make 
membership  in  a  network  impractical 
and  administratively  burdensome. 
Moreover,  since  these  facilities  do  not 
have  responsibility  for  the  long  term 
care  of  their  patients,  we  think  that  it  is 
inappropriate  for  them  to  participate  in 
setting  and  implementing  network  goals 
and  objectives,  particularly  those  for 
transportation  and  home  dialysis.  We 
see  these  units  as  fulHlling  important 
program  goals  and  objectives  such  as 
patient  rehabilitation.  We  expect  to  be 
able  to  collect  whatever  data  are 
necessary  to  monitor  their  performance 
in  fostering  program  goals  and  in 
providing  quality  care  through  the 
survey  process  and  through  the 
requirement  of  §  405.2133  for  furnishing 
data  and  information  for  ESRD  program 
administration. 

In  lieu  of  compliance  with  the 
requirements  of  §  405.2137  for  patient 
long-term  program  and  patient  care 
plan,  we  propose  to  substitute  a 
requirement  which  would  require  the 
•►pecial  purpose  renal  dialysis  facility  to 
consult  with  a  patient’s  physician  to 
assure  that  care  provided  in  the  special 
purpose  facility  is  consistent  with  the 
patient's  long-term  care  program  and  the 
long-term  plan  that  the  patient's 
permanent  facility  is  required  to 


maintain  under  §  405.2137.  In  our 
opinion  this  requirement  will  assure 
continuity  of  care. 

In  developing  our  proposal  for  special 
purpose  renal  dialysis  facilities,  we 
considered  requiring  these  facilities  to  ■ 
operate  directly  under  the  auspices  of  a 
renal  dialysis  facility,  approved  under 
the  present  regulations.  However,  we 
were  concerned  that  such  a  proposal 
might  lead  to  a  monopoly,  and  limit 
competition  in  providing  special 
rehabilitative  or  emergency  dialysis 
services.  Since  we  are  requiring  special 
puspose  dialysis  facilities  ot  meet  all 
health  and  safety  standards,  we  feel  the 
need  for  a  direct  operating  agreement 
with  an  approved  dialysis  facility  is 
unnecessary.  We  are,  of  course, 
proposing  to  require  that  all  special 
purpose  facilities  comply  with  the 
requirement  of  §  405.2160  that  a  renal 
dialysis  facility  have  in  effect  an 
afrdiation  agreement  or  arrangement 
with  a  renal  dialysis  center  for  backup 
services. 

The  final  requirement  for  special 
purpose  dialysis  facilities  relates  to  the 
period  of  approval.  We  propose  to  limit 
approval  to  six  consecutive  months  in 
any  given  calendar  year.  This  time 
limitation  is  necessary  to  emphasize  the 
temporary  nature  of  such  facilities,  and 
to  prevent  unnecessary  proliferation  of, 
and  possible  abuse  of,  this  category  of 
approval.  We  do  not  think  that  these 
units  need  to  operate  for  a  longer  period. 
Most  of  the  special  rehabilitative 
programs  are  designed  to  operate  for 
only  a  limited  period.  In  addition,  the  six 
month  time  frame  is  particularly 
important  in  the  application  of  this 
provision  in  emergency  situations.  The 
six  month  timeframe  will  provide  us 
with  enough  time  to  either  arrange 
permanent  alternative  placement  for 
patients  or  to  successfully  resolve  the 
emergency,  yet  it  is  short  enough  to 
prevent  possible  abuse  by  parties 
seeking  to  provide  dialysis  services 
while  circumventing  the  established 
determination  of  need  procedures. 

If  this  proposal  is  adopted,  we  will 
propose  any  necessary  changes  in  the 
corresponding  reimbursement 
regulations.  We  recognize  that  our 
proposal  may  result  in  some  increased 
program  costs,  but  intend  to  hold  these 
costs  to  a  minimum. 

3.  Continuous  Ambulatory  Peritoneal 
Dialysis — Continuous  ambulatory 
peritoneal  dialysis  (CARD)  is  a  recent 
development  in  ESRD  treatment.  Several 
changes  are  included  in  these  proposed 
amendments  to  reflect  this  newer 
method  of  treatment.  The  proposed 
regulatory  changes  recognize  essential 
differences  between  CARD  and  other 
dialysis  techniques. 


4.  Program  Administration — ^The 
proposed  amendment  will  improve 
program  administration  through  changes 
in  reporting  requirements. 

One  change  will  remove  the 
requirements  for  disclosure  of  10% 
ownership  of  an  ESRD  facility  and  will 
require  compliance  with  §  420.206. 
Section  420.206  was  effective  July  17, 
1979,  (44  FR  41636)  and  was  pai  i  of  the 
regulations  implementing  the  Medicare- 
Medicaid  Anti-Fraud  and  Abuse 
Amendments  of  1977  (Rub.  L.  95-142). 
Rub.  L.  95-142  imposes  a  more  stringent 
requirement  of  disclosure  of  5% 
ownership. 

Current  regulations  require  an  ESRD 
facility  to  be  needed  in  its  area  before  it 
can  be  approved.  A  proposed 
amendment  will  require  an  ESRD 
facility  to  notify  in  advance  and  obtain 
written  approval  from  the  Health  Care 
Financing  Administration  Regional 
Office  before  making  changes  in 
location,  services  provided,  or 
expansion  or  reduction  of  approved 
capacity.  Failure  to  do  so  may 
jeopardize  continued  reimbursement  for 
ESRD  services.  These  proposed 
amendments  would  require  an  ESRD 
facility  to  obtain  a  State  certificate  of 
need  (CON)  as  a  condition  for  approval 
in  any  State  whose  CON  program  covers 
ESRD  facilities.  This  proposed  change 
would  codify  present  administrative 
practice. 

In  addition,  one  requirement  relating 
to  the  reporting  of  services  performed 
has  been  eliminated  as  being  duplicative 
of  the  survey  by  the  State  survey 
agency,  and  a  daily  reporting  by  a  self¬ 
dialysis  trained  patient  has  been 
eliminated  as  inappropriate. 

5.  Open  staR  requirement.  Rresent 
regulations  at  42  CFR  405.2136(h)  require 
that  the  governing  body  of  an  ESRD 
facility  establish  written  policies 
regarding  appointments  to  the  medical 
staff.  The  regulations  further  provide 
that  the  governing  body  is  responsible 
for  maintaining  and  implementing 
written  personnel  policies  and 
procedures  that  support  sound  patient 
care.  42  CFR  405.2136(d).  These  policies 
and  procedures  must  ensure  that  all 
members  of  the  facility’s  staff  are 
qualified  to  perform  the  duties  and 
responsibilities  assigned  to  them. 

When  the  present  regulations  were 
issued  in  proposed  form  on  July  1, 1975 
(40  FR  27782),  we  received  public 
comment  suggesting  that  we  add  a 
requirement  that  all  ESRD  facilities 
maintain  an  open  staff  for  all 
nephrologists.  As  we  explained  in  the 
preamble  to  the  final  regulations 
published  on  June  3, 1976  (41  FR  22502, 
22506),  we  decided  not  to  impose  an 
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open  staff  requirement  at  that  time 
because  we  believed  that  such  a 
requirement  might  then  be  seen  as 
interfering  with  a  facilities  prerogative 
to  pass  on  medical  staff  qualiHcations 
and  because  we  assumed  that  decisions 
concerning  the  granting  of  privileges 
would  be  based  on  the  physician's 
qualifications  and  the  facility’s  capacity 
to  accommodate  a  physician's  patients. 

It  now  appears  that  our  original 
assumption  was  not  correct.  Some 
facilities  apparently  are  restricting 
medical  staff  privileges  on  the  basis  of 
criteria  unrelated  to  sound  patient  care, 
professional  qualiHcations,  or  facility 
capacity.  For  example,  some  facilities 
apparently  grant  staff  privileges  only  to 
physicians  who  are  employed  by  the 
facilities.  Other  facilities  are  apparently 
agreeing  among  themselves  to  refuse 
staff  privileges  to  any  physician 
discharged  from  one  of  the  facilities.  We 
do  not  think  these  criteria  promote  the 
sound  medical  care  of  ESRD  patients, 
and  we  never  intended  that  such  criteria 
be  used  to  deny  staff  privileges  in  ESRD 
facilities.  We  think  their  use  is 
inconsistent  with  out  present 
requirement  that  personnel  policies 
support  sound  patient  care. 

Moreover,  we  believe  that  we  have  a 
unique  obligation  to  strengthen  federal 
requirements  for  the  ESRD  program,  if 
necessary,  to  ensure  sound  medical  care 
for  patients  in  the  program.  We  have 
significantly  limited  the  number  of 
facilities  that  may  receive  Medicare 
reimbursement  for  dialysis  and  that 
consequently  can  offer  Medicare- 
reimbursed  treatment  to  ESRD  patients. 
For  example,  federal  regulations  at  42 
CFR  405.2132  require  as  a  condition  for 
approval  a  determination  that  the  ESRD 
facility  is  needed  to  increase  the 
available  ESRD  services  which  would 
otherwise  be  inadequate  for  the  network 
area.  Section  1881(b)(1)  of  the  Act  and 
implementing  regulations  at  42  CFR 
405.2130  also  require  as  a  condition  of 
approval  that  ESRD  facilities  meet 
certain  minimum  utilization  rates.  In 
addition,  the  federal  government 
through  the  Medicare  program  provides 
almost  all  of  the  financial  support  for 
these  dialysis  facilities.  Under  these 
conditions  of  a  federally  supported  and 
limited  supply  of  ESRD  facilities — in 
effect  a  government  “franchise” — we 
have  a  special  responsibility  to  address 
any  facility  policies  that  interfere  with 
the  sound  medical  care  of  ESRD 
patients. 

An  ESRD  facility  policy  that  limits 
staff  privileges  on  the  basis  of  criteria 
such  as  whether  the  physician  is 
employed  by  the  facility  has  the  effect  of 
restricting  the  right  of  an  ESRD  patient 


to  select  his  or  her  treating  physician  in 
a  manner  that  is  unrelated  to  sound 
medical  care.  As  a  result  of  the  limited 
supply  of  ESRD  facilities,  a  patient 
might  be  forced  to  accept  treatment  at  a 
facility  that  restricts  staff  privileges  in 
such  a  manner.  If  the  patient’s  own 
physician  has  been  excluded  from  the 
facility  staff,  the  patient's  treatment 
would  be  supervised  by  another 
physician  who  otherwise  might  not  have 
been  selected  by  the  patient. 

We  believe  that  the  special 
characteristics  of  ESRD  patients  make 
the  patient’s  right  to  choose  his  or  her 
own  physician  a  particularly  important 
element  of  quality  patient  care.  ESRD 
patients  suffer  from  a  sever  chronic 
disease  that  must  be  treated  several 
times  a  week  over  a  lengthy  period. 
Further  complications,  requiring 
emergency  or  acute  care  treatment, 
often  arise.  As  a  result,  an  ESRD  patient 
has  a  special  pychological  need  for  a 
physician  whom  the  patient  trusts  to 
supervise  the  entire  continuum  of  that 
patient's  care.  This  right  to  select  one’s 
own  physician  should  be  restricted  only 
to  the  extent  necessary  to  ensure  quality 
care. 

Since  we  can  no  longer  rely  on  our 
original  assumption  that  facilities  would 
base  staff  privileges  solely  on 
professional  qualifications  or  other 
criteria  related  to  sound  patient  care,  we 
are  proposing  to  amend  die  regulation  at 
42  CFR  405.2136(h)  to  require  that  staff 
privileges  in  an  ESRD  facility  be  granted 
solely  on  the  basis  of  professional 
qualifications  unless  the  facility 
demonstrates  that  any  other  criteria  that 
it  uses  have  a  sound  medical  basis  and 
are  needed  to  promote  quality  care.  We 
have  concluded  that,  under  the 
conditions  of  the  ESRD  program,  such 
an  explicit  open  staff  requirement  is 
necessary  and  appropriate  to  protect  the 
right  of  ESRD  patients  to  choose  their 
own  physicians. 

We  would  like  to  emphasize  that  we 
are  not  proposing  to  restrict  the  types  of 
professional  qualifications  that  a  facility 
may  impose  as  criteria  for  staff 
privileges,  nor  are  we  proposing  to 
control  the  manner  in  which  those 
criteria  are  applied  in  a  particular  case. 
For  example,  under  our  proposed 
regualtion,  a  facility  could  decide  to 
limit  staff  privileges  to  board  certified  or 
board  eligible  nephrologists,  or  a 
university  hospital  could  decide  to  limit 
privileges  to  university  faculty.  Our 
proposed  regulation  would  only  prohibit 
a  facility  from  using  criteria  other  than 
professional  qualifications  unless  the 
facility  demonstrates  that  other  criteria 
which  it  uses  are  needed  to  promote 
quality  care.  Under  the  proposed 


regulation,  a  facility  would  be  required 
to  grant  staff  privileges  (for  the  future) 
to  a  physician  who  qualifies  under  the 
facility’s  criteria  even  though  the  facility 
may  be  currently  operating  at  full 
capacity  and  could  not  accept  a  neW 
patient  from  the  physician  at  the  present 
time. 

We  particularly  solicit  comments  on 
this  open  staff  proposal,  including 
information  on  the  number  of  closed 
staff  facilities  which  exist,  the  kinds  of 
problems  that  have  arisen  in  such 
facilities,  and  any  specific  information 
on  difficulties  that  may  be  presented  by 
our  proposed  change. 

Summary  of  Changes 

The  proposed  regulatory  changes  have 
been  numbered  in  sequence.  The 
following  discussion  of  each  change  is 
numbered  to  correspond  to  the  number 
of  the  proposed  change. 

1.  Definitions — In  the  current 
regulations,  §  405.2102(c)  defines  the 
dialysis  process  and  lists  two  conunon 
types  of  dialysis,  i.e.,  hemodialysis  and 
peritoneal  dialysis.  A  recently 
developed  treatment  technique  known 
as  continuous  ambulatory  peritoneal 
dialysis  (CAPD)  is  now  a  covered 
service  and  is  sufficiently  different  from 
other  methods  of  dialysis  as  to  require 
several  changes  in  regulations. 
Therefore,  the  definition  of  dialysis  is  to 
be  expanded  to  provide  a  more  detailed 
listing  of  types  of  dialysis.  Since  dialysis 
involves  removal  of  substances  from  the 
blood,  all  dialysis  is  hemodialysis;  the 
difference  in  types  of  dialysis  is  the 
location  of  the  dialyzing  membrane.  In 
hemodialysis,  the  dialyzing  membrane  is 
located  outside  the  body,  and  in 
peritoneal  dialysis,  the  peritoneum  in 
the  abdomianal  cavity  is  the  dialyzing 
membrane.  As  a  result,  we  propose  to 
expand  the  list  of  types  of  dialysis  to: 

•  extracorporeal  hemodialysis 

•  intermittent  peritoneal  dialysis 

•  continuous  ambulatory  peritoneal 

dialysis. 

This  terminology  is  generally  in  use  in 
the  professional  community  and  we  see 
little  necessity  for  defining  each  type  of 
dialysis. 

In  the  current  regulations, 

§  405.2102(f)  classifies  dialysis  services 
and  training  for  self-dialysis  and/or 
home  dialysis  separately  as  ESRD 
services.  'The  regulations  at  §  405.2163 
require  that  a  renal  dialysis  facility 
provide  dialysis  services.  The  proposed 
amendment  will  classify  training  as  a 
dialysis  service  rather  than  an  ESRD 
service;  this  will  permit  the  approval  of 
a  facility  which  furnishes  only  the 
training  service  and  required  support 
service.  Our  rationale  for  this  change  is 
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that  we  think  that  approval  of  a  training- 
only  facility  will  encourage  self  and 
home  dialysis.  Our  proposed  change  is 
not  a  significant  change  form  our 
present  practice,  since  training  is 
basically  staff  assisted  dialysis  plus  an 
additional  training  component.  We 
propose  that  a  facility  that  furnishes 
dialysis  training  only  must  meet  all  the 
requirements  of  Subpart  U,  including  the 
speciHc  requirements  for  training  units. 

Current  regulations  permit  approval  of 
a  facility  that  furnishes  seif-dialysiS  and 
another  dialysis  service.  These  proposed 
amendments  will  permit  approval  of  a 
self-dialysis  unit  in  a  facility  that  is 
approved  to  furnish  self  or  home- 
dialysis  training. 

A  minor  change  is  being  proposed  in 
defining  self-dialysis  as  dialysis  being 
performed  with  little  or  no  professional 
assistance  to  include  reference  to  the 
requirement  that  a  licensed  health 
professional  be  on  duty  whenever 
dialysis  is  performed. 

We  propose  to  amend  the  current 
regulations  to  approve  for 
reimbursement  special  purpos  e  renal 
dialysis  facilities.  We  propose  to  require 
that  special  purpose  dialysis  facilities 
meet  ail  the  applicable  conditions  for 
coverage  specihed  in  Subpart  U,  with 
the  exception  of  those  relating  to  need 
(405.2132),  network  participation 
(405.2134)  and  patient  care  plan 
(405.2137).  Approval  will  be  limited  to 
six  months  in  any  calendar  year. 

2.  Reporting  of  Uiilization  Rates — ^The 
ESRD  hnal  regulations  published  June  3, 
1976,  (41  FR  22502)  implemented  the 
statutory  requirement  for  minimal 
utilization  rates  (MUR)  by  specifying  the 
MURs  for  transplant  and  dialysis 
services.  Each  facility  was  required  to 
report  these  rates  on  an  annual  basis. 

The  regulations  were  amended  on 
October  19, 1978,  (43  FR  48948)  to 
include  requirements  for  self-dialysis 
units.  However,  no  MUR  requirements 
were  established  for  self-dialysis  since 
utilization  data  on  existing  self-dialysis 
units  were  limited.  To  obtain  such  data, 
the  reporting  requirement  was  amended 
to  require  each  dialysis  facility  to  report, 
by  type  of  service,  the  number  of 
treatments  at  each  station.  These 
regulations  we^e  published  as  a  final 
rule  with  a  comment  period. 

A  comment  was  made  by  the  National 
Kidney  Foundation  that  the  additional 
reporting  requirement  was  unnecessary 
because  the  State  survey  agencies 
obtain  the  information  at  the  time  of 
their  annual  facility  surveys.  We  have 
agreed  with  the  commenters  and  are 
proposing  to  remove  the  additional 
requirement.  The  State  survey  agencies 
use  HCFA  approved  forms  which  ask  for 
this  information. 


3.  Calculation  of  Utilization  Rates — ^In 
an  effort  to  encourage  self-dialysis 
training,  the  ESRD  regulations  have 
permitted  a  facility  to  exclude  from  the 
calculation  of  utilization  rates  a  dialysis 
machine  which  has  been  used  to  train  at 
least  six  self-dialysis  patients  per  year. 
We  propose  to  remove  the  exclusion 
provision  from  §  405.2130(d)  and  to 
place  it  in  §  405.2124,  the  section  which 
pertains  to  the  calculation  of  utilization 
rates. 

4.  Minimal  Utilization  Rate  (MUR)  for 
Training — We  propose  to  establish  an 
MUR  for  a  facility  that  only  furnishes 
self-dialysis  and/or  home  dialysis 
training.  We  would  require  such  a 
facility  to  train  12  or  more  patients  per 
calendar  year.  A  person  trained  would 
be  a  person  who  has  completed  the 
training  as  determined  from  the  patient's 
medical  record.  The  utilization  rate  for  a 
facility  may  be  met  by  any  type  of 
dialysis  for  which  the  patient  is  trained. 
For  example,  hemodialysis  and 
peritoneal  dialysis  (including  CAPD) 
may  be  used  in  meeting  the  MUR.  The 
proposed  MUR  for  training  is 
sufficiently  low  that  we  have  not 
proposed  conditional  status;  training 
only  units  must  meet  the  MUR  by  the 
end  of  each  calendar  year.  We  are  now 
evaluating  ESRD  program  MUR 
requirements,  and  we  welcome 
comments  on  this  proposed  MUR  for 
training. 

5.  Facility  Notification  of  Change — 
Current  regulations  (§  405.2132)  require 
that  an  ESRD  facility  be  needed  in  its 
network  area,  and  that  expansion  of 
dialysis  capacity  must  also  be  needed. 
The  proposed  amendment  will  make  the 
regulation  more  specific  with  respect  to 
an  approved  facility  and  require  the 
facility  to  make  no  change  in  its 
physical  location,  services  provided,  or 
expansion  or  reduction  of  approved 
capacity  without  notifying  in  advance 
and  obtaining  the  approval  of  the  Health 
Care  Financing  Administration  Regional 
Office.  Failure  to  notify  and  obtain 
approval  may  jeopardize  the  facility’s 
continuing  participation  in  the  ESRD 
program.  The  proposed  amendments 
would  also  require  a  facility  to  obtain  a 
CON  if  its  State  CON  program  covers 
ESRD  facilities. 

6.  Network  Goals — ^The  conditions  for 
membership  of  an  ESRD  facility  in  a 
network  are  contained  in  section 
405.2134  of  Subpart  U.  The  ESRD 
legislation  of  1978  required  that 
networks  establish  goals  on  placement 
of  ESRD  patients  in  the  appropriate 
modality,  and  identify  facilities  which 
do  not  cooperate  in  meeting  the  network 
goals.  By  way  of  implementing  this 
provision,  the  ESRD  regulations  of 


October  19, 1978  required  that  the 
membership  agreement  between  a 
facility  and  the  network  contain  the 
facility  plan  for  meeting  the  network 
goals.  Comments  by  the  National 
Kidney  Foimdation  on  this  requirement 
pointed  out  that  plans  should  be  as 
flexible  as  the  goals  and  by  making 
them  a  part  of  an  agreement,  the  plans 
would  likely  become  more  permanent. 
Therefore,  a  change  in  the  regulation  is 
proposed  which  will  commit  the  facility 
to  pursue  network  goals  as  part  of  the 
membership  agreement;  the  facility  will 
be  required  to  have  a  plan  for  fulfilling 
its  role  in  attaining  network  goals  and 
must  submit  this  plan  to  the  network. 

7.  Disclosure  of  Ownership  and 
Patient  Care  Policies — Current 
regulations  in  Subpart  U  (§  405.2136(a)) 
require  disclosure  of  ownership  of  an 
ESRD  facility  of  10%  or  more.  The 
Medicare-Medicaid  Anti-Fraud  and 
Abuse  Amendments  of  1977  (Pub.  L  95- 
142)  requires  disclosure  of  5%  ownership 
and  this  disclosure  requirement  has 
been  published  as  a  regulation 

(§  420.206).  This  section  provides  the 
requirements  for. 

— information  that  must  be  disclosed 
— time  and  manner  of  disclosure 
— consequence  of  failure  to  disclose, 

and 

— public  disclosure. 

The  5%  disclosure  requirement 
supersedes  the  10%  disclosure 
requirement  in  §  405.2136(a).  This 
amendment  would  revoke  the  10% 
requirement  and  simply  require  the 
facility  to  comply  with  the  disclosure 
requirements  of  §  420.206.  The  Health 
Care  Financing  Administration  will 
withdraw  a  determination  of  eligibility 
of  an  ESRD  facility  which  fails  to 
comply  with  the  provisions  of  §  420.206. 

Another  change  in  §  405.2136  will 
require  a  facility  with  patients 
undergoing  peritoneal  dialysis  to  have 
patient  care  policies  that  contain 
procedures  for  detection  and  treatment 
of  peritonitis.  The  regulation  will  not,  of 
course,  outline  what  treatment 
procedures  are  required  but  will  require 
that  each  facility  have  such  policies  so 
that  each  facility  employee  will  have  the 
opportunity  to  understand  what  the 
facility  policy  is  with  respect  to 
peritonitis  in  patients  undergoing 
peritoneal  dialysis. 

8.  Medical  Record  Entries — Section 
405.2139(d)  requires  a  self-dialysis 
patient  to  keep  records  concerning  the 
daily  dialysis  process  and  that  this 
information  becomes  a  part  of  the 
patient’s  medical  record,  the  intent  of 
the  regulation  was  to  ensure  that  the 
self-dialysis  patient’s  clinical 
information  is  centralized  in  the  medical 
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record  so  that  the  facility  furnishing  the 
support  services  for  the  self-dialysis 
patient  has  the  record  of  the  dialysis 
process.  However,  in  most  instances, 
hemodialysis  is  not  performed  on  a  daily 
basis,  and,  therefore,  the  recording 
concerning  the  daily  dialysis  process  is 
inappropriate  and  has  been  deleted. 

This  was  commented  upon  by 
representatives  of  the  National  Kidney 
Foundation  shortly  after  the  requirement 
was  published  in  the  October  19, 1978 
amendments. 

The  National  Kidney  Foundation  also 
questioned  the  requirement  that  entries 
in  the  medical  record  by  self  dialysis 
patients  are  to  be  countersigned  by  staff. 
We  have  deleted  this  requirement  since 
staff  should  sign  only  on  entries  of 
information  in  which  they  had 
participated  in  generating.  This  would 
not  not  usually  occur  during  self¬ 
dialysis. 

Control  of  Peritonitis — We  propose 
to  amend  §  405.2140(b)(1)  by  requiring 
additional  written  policies  and 
procedures  in  the  prevention  and  control 
of  peritonitis  in  recognition  of  the 
potential  complication  of  peritoneal 
dialysis.  (See  also  §  405.2136.) 

10.  Self-Dialysis  Training  and  Support 
Services — In  addition  to  the  change  in 
definition  which  will  permit  training 
only  facilities,  §  405.2163  will  be 
amended  by  adding  training  for  self¬ 
dialysis  and  home  dialysis  as  a  dialysis 
service.  Several  additional  changes  are 
proposed  in  §  405.2163(e)  which  lists 
self-dialysis  support  services.  We 
anticipate  the  support  program  will 
become  more  complex  due  to  greater 
numbers  of  home-dialysis  patients  and 
increase  in  use  of  continuous 
ambulatory  peritoneal  dialysis.  We 
propose  to  require  that  a  qualified  chief 
executive  officer  or  a  qualified  nurse 
coordinate  the  suport  services  of  the 
facility  furnishing  the  dialysis  training. 
The  ESRD  facility  which  trains  a  patient 
in  peritoneal  self-dialysis  will  furnish  on 
a  regular  basis,  either  directly  or  under 
arrangement  or  agreement  with  another 
approved  ESRD  facility,  monitoring  of 
the  patient's  medical  condition  and 
continuing  self-dialysis  capability. 

A  major  purpose  of  the  regular 
monitoring  at  an  approved  training 
facility  is  to  reduce  the  hazard  of 
peritonitis.  A  training  only  facility  will 
make  an  arrangement  or  agreement  with 
another  ESRD  facility  which  has  the 
capability  to  furnish  all  necessary  staff- 
assisted  hemo  and-or  peritoneal  dialysis 
to  the  patients  for  whom  the  training 
unit  furnishes  support  services. 

11.  Open-Staff  Policies — We  are 
proposing  to  change  §  405.2136(h)  to 
require  that  the  written  policies  on 
medical  staff  developed  by  the  facility's 


governing  body  must  specify  the 
professional  qualifications  required  of 
physicians  seeking  staff  privileges  at  the 
facility,  and  must  provide  that  staff 
privileges  are  granted  solely  on  the 
basis  of  professional  qualifications 
unless  the  facility  demonstrates  that  any 
criteria  other  than  professional 
qualifications  that  it  uses  have  a  sound 
medical  basis  and  are  needed  to 
promote  quality  patient  care.  The 
policies  would  also  be  required  to 
specify  provisions  to  be  employed  in 
granting  staff  privileges  to  physicians 
when  the  facility  is  at  full  capacity. 

42  CFR  Part  405  is  amended  as  set 
forth  below: 

1.  In  §  405.2102,  paragraphs  (c),  (e)(5), 
(f),  and  (r)(4)  are  revised  to  read  as 
follows: 

§  405.2102  Deflniiiions. 

*  *  *  «  * 

(c)  Dialysis.  A  process  by  which 
disolved  substances  are  removed  from  a 
patient’s  bodyliy  diffusion  from  one 
fluid  compartment  to  another  across  a 
semipermiable  membrane.  The  two 
types  of  dialysis  that'are  currently  in 
common  use  are  extracorporeal 
hemodialysis  and  peritoneal  dialysis, 
including  intermittenent  peritoneal 
dialysis  (IPD)  and  continuous 
ambulatory  peritoneal  dialysis  (CAPD). 
***** 

(e) (5)  Special  purpose  renal  dialysis 
facility.  A  renal  dialysis  facility  which  is 
approved  under  §  405.2164  to  furnish 
special  rehabilitative  or  emergency 
dialysis  services  on  a  short  term  basis  to 
a  group  of  dialysis  patients  otherwise 
unable  to  obtain  treatment. 
***** 

(f)  ESRD  service.  The  type  of  care  or 
services  furnished  to  an  ESRD  patient. 
Such  types  of  care  are: 

(1)  Transplantation  service.  A  process 
by  which  (a)  a  kidney  is  excised  from  a 
live  or  cadaveric  donor,  (b)  that  kidney 
is  implanted  in  an  ESRD  patient,  and  (c) 
supportive  care  is  furnished  to  the  living 
donor  and  to  the  recipient  following 
implantation. 

(2)  Dialysis  service: 

(i)  Inpatient  dialysis.  Dialysis  which, 
because  of  medical  necessity,  is 
furnished  to  an  ESRD  patient  on  a 
temporary  inpatient  basis  in  a  hospital; 

(ii)  Outpatient  dialysis.  Dialysis 
furnished  on  an  outpatient  basis  at  a 
renal  dialysis  center  on  facility. 
Outpatient  dialysis  includes: 

(A)  Staff-assisted  dialysis.  Dialysis 
performed  by  the  staff  of  the  center  or 
facility. 

(B)  Self-dialysis.  Dialysis  performed, 
with  little  or  no  professional  assistance 
except  for  the  oversight  required  by 


§  405.2161(b)(1)  by  an  ESRD  patient  who 
has  completed  an  appropriate  course  of 
training. 

(iii)  Home  dialysis.  Dialysis 
performed  by  an  appropriately  trained 
patient  at  home. 

(iv)  Self-dialysis  and  home  dialysis 
training.  A  program  that  trains  ESRD 
patients  to  perform  self-dialysis  or  home 
dialysis  including  CAPD,  and  trains 
other  individuals  to  assist  patients  in 
performing  self-dialysis  or  home 
dialysis. 

(r)  Qualified  personnel.  Personnel  that 
meet  the  requirements  specified  in  this 
paragraph.  (1)  Chief  executive  officer.  A 
person  who: 

***** 

(4)  Nurse  responsible  for  nursing 
service.  A  person  who  is  licensed  as  a 
registered  nurse  by  the  State  in  which 
practicing,  and  (i)  has  at  least  12  months 
of  experience  in  clinical  nursing,  and  an 
additional  6  months  of  experience  in 
nursing  care  of  the  patient  with 
permanent  kidney  failure  or  undergoing 
kidney  transplantation,  including 
training  in  and  experience  with  the 
dialysis  process;  or 

(ii)  Has  18  months  of  experience  in 
nursing  care  of  the  patient  on 
maintenance  dialysis,  or  in  nursing  care 
of  the  patient  with  a  kidney  transplant, 
including  training  in  and  experience 
with  the  dialysis  process. 

(iii)  If  self-dialysis  and  home  dialysis 
training  is  offered,  the  nurse  in  charge  of 
training  meets  the  requirements  of 
paragraph  (r)(4)  (i)  or  (ii)  of  this  section; 
and 

(A)  At  least  3  months  of  the  total 
required  ESRD  experience  must  be  in 
training  patients  in  self-care  dialysis; 
and 

(b)  If  CAPD  training  is  offered,  at  least 
3  months  of  the  total  required  ESRD 
experience  must  be  in  the  care  and 
maintenance  of  patients  on  peritoneal 
dialysis,  in  the  instruction  of  ESRD 
patients  in  CAPD  techniques,  or  a 
combination  of  both  covering  a  3  months 
time  span;  or  the  nurse  must  have 
completed  a  training  program  in  CAPD 
techniques. 

***** 

2.  Section  405.2123(b)  is  revised  to 
read  as  follows; 

405.2123  Reporting  of  utilization  rates  for 
classification. 

***** 

(b)  Each  hospital  or  nonhospital 
facility  furnishing  dialysis  service  must 
report  the  number  of  dialysis  stations  it 
had  operating  and  the  total  number  of 
dialyses  performed  during  both  the  most 
recent  year  of  operation  and  each  of  the  ^ 
preceding  2  calendar  years. 
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3.  Section  405.2124  is  revised  to  read 
as  follows: 

§  405.2124  Calculation  of  utilization  rates 
for  comparison  with  minimal  utilization 
rate(s)  and  notification  of  status. 

For  purposes  of  classification,  HCFA 
will  use  either  the  utilization  rate  for  the 
preceding  12  months  from  the  date  of  the 
survey  or  the  average  utilization  rate  of 
the  preceding  2  calendar  years, 
whichever  is  higher.  In  a  facility  that 
furnishes  other  dialysis  services,  self¬ 
dialysis  training  stations  which  were 
used  to  train  at  least  6  self-dialysis 
patients  per  station  per  calendar  year 
and  the  dialyses  performed  on  these 
stations  may  be  excluded  from  the 
calculation  of  utilization  rates.  HCFA 
will  infonn  each  ESRD  facility  and  the 
network  coordinating  council  of  the 
network  area  in  which  the  ESRD  facility 
is  located  of  the  results  of  this 
classification. 

4.  Section  405.2130(d)  is  revised  to 
read  as  follows: 

§  405.2130  Condition:  Minimal  utilization 
rates. 

(d)  Standard:  Dialysis  facility  which 
furnishes  only  training  for  dialysis  and 
home  dialysis: 

(1)  Unconditional  status — 12  or  more 
patients  trained  each  calendar  year: 

(2)  There  is  no  conditional  status 
provision  for  a  facility  which  furnishes 
only  training.  A  facility  which  has  not 
previously  participated  in  the  ESRD 
program  must  submit  a  plan  detailing 
how  it  expects  to  meet  the  minimal 
utilization  rate  by  the  conclusion  of  1 
calendar  year  of  its  operation  and  must 
have  met  that  rate  at  the  conclusion  of 
that  year. 

5.  Section  405.2132  is  amended  to  read 
as  follows: 

§  405.2132  Condition:  fulfillment  of  service 
needs  in  network. 

The  ESRD  facility,  or  an  expansion  of 
the  renal  dialysis  center  or  facility’s 
capacity,  is  needed  to  increase  the 
available  ESRD  services  which  would 
otherwise  be  inadequate  for  the  network 
area,  (a)  The  facility  furnishes  evidence 
in  support  of  its  request  for  approval 
showing  that: 

(1)  There  are  ESRD  patients  in  the 
network  area  for  whom  the  proposed 
services  of  the  facility  are  needed: 

(2)  These  patients  cannot  be  expected 
to  receive  appropriate  therapy  from 
another  ESRD  treatment  facility  in  the 
network  area;  and 

(3)  The  facility  has  received  a  State 
certificate  of  need  (CON)  if  the  CON 
program  in  the  State  in  which  the 
facility  is  located  covers  ESRD  facilities. 


(b)  The  ESRD  facility  may  make  no 
change  in  physical  location  services 
provided,  or  expansion  or  reduction  in 
approved  capacity,  without  notifying 
HCFA  in  advance  and  obtaining  its 
written  approval. 

6.  Section  405.2134  is  revised  to  read 
as  follows; 

§405.2134  Condition;  Membership  in  a 
network. 

The  ESRD  facility  has  a  membership 
agreement  with  the  network 
coordinating  council  and  is  providing 
acceptable  representation  on  the 
counciL 

(a)  Standard:  Membership  agreement. 
The  membership  agreement  is  signed  by 
an  authorized  individual  on  behalf  of  the 
facility,  and: 

(1)  Provides  that  the  facility  will 
participate  in  council  activities  and 
medical  evaluation  studies;  and 

(2)  Commits  the  facility  to  pursue 
network  goals,  including  the  placement 
of  patients  in  self-dialysis  and  the 
encouragement  of  renal  transplantation. 

(b)  Standard:  Representation.  The 
facility  appoints  at  least  one 
representative  to  the  Council  and  more 
than  one  representative,  when 
necessary,  for  proper  administration  of 
the  network’s  general  program  functions 
(see  §  405.2111). 

(c)  Standard:  Goals  and  plans.  The 
facility  fulfills  its  role  for  attaining  the 
network  goals  and  carrying  out  the 
network  plans  in  accordance  with  a 
plan  approved  by  the  network. 

7.  Section  405.2136  is  amended  (1)  by 
revising  paragraph  (a).  (2)  by  adding 
subparagraph  (f)(l)(xii),  and  (3)  by 
revising  paragraph  (h),  as  follows: 

§405.2136  Condition;  Governing  body  and 
management. 

***** 

(a)  Standard;  Disclosure  of  ownership. 
The  facility  complies  with  the  disclosiue 
requirements  of  §  420.206  of  this  chapter. 
***** 

(f)  Standard:  Patient  care  policies. 

*  *  * 

(1)  The  patient  care  policies  cover  the 
following: 

***** 

(xi)  The  provision  of  home  dialysis 
support  services,  if  offered  (see 

§  405.2163(e)). 

(xii)  A  system  of  procedures  for 
detection  and  treatment  of  peritonitis  for 
all  patients  on  peritoneal  dialysis. 
***** 

(h)  Standard:  Medical  staff.  The 
governing  body  of  the  ESRD  facility 
designates  a  qualified  physician  (see 
§  405.2102(r)(5)  as  director  of  the  ESRD 
services:  the  appointment  is  made  upon 
the  recommendation  of  the  facility’s 


organized  medical  staff,  if  there  is  one. 
The  governing  body  establishes  written 
policies  regarding  the  development, 
negotiation,  consummation,  evaluation, 
and  termination  of  appointments  to  the 
medical  staff.  Such  policies  must  specify 
the  professional  qualifications  required 
of  physicians  seeking  staff  privileges  at 
the  facility,  and  must  provide  that  staff 
privileges  are  granted  solely  on  the 
basis  of  professional  qualifications 
unless  the  facility  demonstrates  that  any 
criteria  other  than  professional 
qualifications  that  it  uses  have  a  sound 
medical  basis  and  are  needed  to 
promote  quality  patient  care.  The 
policies  must  also  specify  methods  to  be 
used  in  granting  staff  privileges  to 
physicians  when  the  facility  is  at  full 
capacity. 

8.  Section  405.2139(d)  is  revised  to 
read  as  follows; 

§  405.2139  Condition:  Medical  records. 
***** 

(d)  Standard:  Completion  of  medical 
records  and  centralization  of  clinical 
information.  Current  medical  records 
and  those  of  discharged  patients  are 
completed  promptly.  All  clinical 
information  pertaining  to  a  patient  is 
kept  in  the  patient’s  medical  record. 
Provision  is  made  for  collecting  and 
including  in  the  medical  record  medical 
information  generated  by  self-dialysis 
patients.  Entries  may  either  be 
completed  by  staff,  or  be  completed  by 
trained  self-dialysis  patients,  trained 
home  dialysis  patients  or  trained 
assistants. 

9.  Section  405.2140(b)  is  revised  to 
read  as  follows; 

§  405.2140  Condition:  Physical 
environment 
***** 

(b)  Standard:  favorable  environment 
for  patients.  The  facility  is  maintained 
and  equipped  to  provide  a  functional, 
sanitary,  and  comfortable  environment 
with  an  adequate  amount  of  well-lighted 
space  for  the  services  provided. 

(1)  There  are  written  policies  and 
procedures  in  effect  for  preventing  and 
controlling  hepatitis,  peritonitis  and 
other  infections.  These  policies  include, 
but  are  not  limited  to,  appropriate 
procedures  for  surveillance  and 
reporting  of  infections,  housekeeping, 
handling  and  disposal  of  waste  and 
contaminants,  and  sterilization  and 
disinfection,  including  the  sterilization 
and  maintenance  of  equipment. 

10.  In  §  405.2163,  paragraphs  (a)  and 
(e)  are  revised  to  read  as  follows; 
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§  405.2163  Condition:  Minimai  service 
requirements  for  a  renai  diaiysis  faciiity  or 
renai  diaiysis  center. 

The  facility  must  provide  dialysis 
services,  as  well  as  adequate  laboratory, 
social,  and  dietetic  services  to  meet  the 
needs  of  the  ESRO  patient. 

(a)  Standard:  Dialysis  Services. — (1) 
Outpatient  dialysis  services. — (A)  Staff- 
assisted  dialysis  services.  The  facility 
must  provide  all  necessary  institutional 
dialysis  services  and  staff  required  in 
performing  the  dialysis. 

(B)  Self-dialysis  services.  If  the 
facility  offers  self-dialysis  services,  it 
must  provide  all  medically  necessary 
supplies  and  equipment  and  any  other 
service  specified  in  the  facility's  patient 
care  policies. 

*  *  Dr  *  W 

(2)  Self-dialysis  and  home  dialysis 
training. — If  the  facility  offers  self¬ 
dialysis  and  home  dialysis  training,  it 
furnishes  all  necessary  training  services 
including  support  services  listed  in 
§  405.2163(ej: 

***** 

(e)  Standard:  Self-dialysis  support 
services.  The  renal  dialysis  facility  or 
center  furnishing  self-dialysis  training 
coordinates  services  to  patients  through 
a  qualified  chief  executive  officer  or 
qualified  nurse.  The  facility,  upon 
completion  of  the  patient's  training, 
furnishes  (either  directly,  under 
agreement  or  under  arrangement  with 
another  ESRD  facility)  the  following 
services: 

(1)  Surviellance  of  the  patient's  home 
adaptation,  including  provisions  for 
visits  to  the  home  or  the  facility; 

(2)  Consultation  for  the  patient  with  a 
qualified  social  worker  and  a  qualihed 
dietitian; 

(3)  A  recordkeeping  system  which 
assures  continuity  of  care  and  which 
provides  data  from  which  incidence 
rates  for  peritionitis  can  be  computed; 

(4)  Installation  and  maintenance  of 
equipment  used  in  dialysis; 

(5)  Testing  and  appropriate  treatment 
of  the  water  used  in  dialysis; 

(6)  Ordering  of  supplies  on  an  ongoing 
basis; 

(7)  If  the  facility  or  center  is  approved 
for  training  in  peritioneal  self-dialysis,  it 
furnishes  monitoring  of  the  patient's 
medical  condition  and  continuing  self- 
dialysis  capability  on  a  regular  basis. 
This  monitoring  can  be  performed  either 
directly,  under  agreement,  or  under 
arrangement  with  another  facility 
approved  to  furnish  training  in 
peritioneal  self-dialysis  or  peritioneal 
staff-assisted  dialysis.  If  the  monitoring 
indicates  the  patient  needs  retraining, 
the  patient  is  retrained  at  any  facility 


approved  for  training  in  peritioneal  self- 
diaylsis;  and 

(8)  If  the  training  facility  is  not  also 
approved  to  furnish  staff-assisted 
dialysis,  it  has  an  arrangement  with  an 
approved  ESRD  facilityfies)  to  furnish 
all  necessary  hemo  and/or  peritioneal 
staff-assisted  dialysis  to  patients  for 
whom  the  training  unit  furnishes  support 
services. 

11.  A  new  section  405.2164  is  added  to 
read  as  follows: 

§  405.2164  Conditions  for  coverage  of 
special  purpose  renal  dialysis  facilities. 

(a)  A  special  purpose  renal  dialysis 
facility  must  comply  with  all  conditions 
for  coverage  for  renal  dialysis  facilities 
specified  in  §§  405.2130  through 
405.2163,  with  the  exception  of 

§§  405.2132,  405.2134,  and  405.2137. 

(b)  A  special  purpose  renal  dialysis 
facility  must  consult  with  a  patient's 
physician  to  assure  that  care  provided  in 
the  special  piupose  renal  dialysis 
facility  is  consistent  with  the  patient's 
long-term  program  and  patient  care  plan 
required  under  §  405.2137. 

(c)  The  period  of  approval  for  a 
special  purpose  renal  dailysis  facility 
may  not  exceed  six  consecutive  months 
in  any  calendar  year. 

(d)  A  special  purpose  renal  dialysis 
facility  may  provide  services  only  to 
those  patients  who  would  otherwise  be 
unable  to  obtain  treatments  in  the 
geographical  area  served  by  the  facility. 

(Sec.  226A.  1102, 1871, 1881  of  the  Social 
Security  Act  (42  U.S.C.  426-1, 1302, 1395hh, 
1395rr)) 

(Catalog  of  Federal  Domestic  Assistance 
Programs  No.  13.773,  Medicare — Hospital 
Insurance;  No.  13.774,  Medicare — 
Supplementary  Medical  Insurance) 

Dated:  December  3, 1980. 

Howard  Newman, 

Administrator,  Health  Care  Financing 
Administration. 

Approved:  January  9, 1981. 

Patricia  Roberts  Harris, 

Secretary. 
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28  CFR 

16 .  3509 

51 . 870 

Proposed  Rules: 

59 . 1302 
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524 . 2962 

544  .  2962 

545  .  2962 

547 .  2962 

29  CFR 

2 . 34 

541 . 3010 

2520 . .....1261,  1265 

2550 . 1266 

2610 .  3509 

Proposed  Rules: 

2520 . 1304 

30  CFR 

Ch.  VII . 2043 

Proposed  Rules: 

901 . 1306 

913  . 3238 

914  . 1309 

915  . 2368 

917  . 3030 

918  . 3238 

936 . 2369 

942 . 1309 

944 .  946 

948 . 1311,3560 

31  CFR 

51 . 1120 

32  CFR 

Ch.  1 . 2344 

286f . 880 

298a . 881 

Proposed  Rules: 

556 .  3561 

33  CFR 

117 .  2043 

157 . 3510 

181 . 3514 

183 . 3514 

Proposed  Rules: 

1 . .'. . 946 

92  946 

117..................^^^^^^^^^^^^^^ 

161 . 946 

34  CFR 

75 . :. . 3205 

78 . 881 

332 . 3206 

408 .  3207 

538  . 3378 

539  . 3387 

649 . 3394 

Proposed  Rules: 

649 .  3239 

36  CFR 

223 . 261 1 

Proposed  Rules: 

7 . 1312,  1313 

261  . 1758 

262  . 1758 

37  CFR 

1 . 2611 

306  .  884 

307  . 891 

308  . 892 

Proposed  Rules: 

1 . 2653,  3162 


38  CFR 

Proposed  Rules: 


21 . 2654 

39  CFR 

111 . 35 

232 . 897 

Proposed  Rules: 

111 . 3568 

3001 . 952 

40  CFR 

6  . 3364 

30 .  3017 

51  . 1267 

52  . 35,  36,  898,  2043,  3516 

81 . 899 

86  . 1590,  1599,  1603 

87  . 2044 

122  .  2045,  2344,  2802 

123  . 1727,  3207,  3517 

160 .  2344 

162 .  2008 

180 .  3018 

257 .  3021 

264  .  2802 

265  . - . 2802 

401 . 2264 

Proposed  Rules: 

Ch.  1 . 3032,  3408 

Ch.  V . 2369 

7  . 2306 

12 .  2306 

52 . 133,  953,  1314-1316, 

1760,1761,3569 
SA  PRAS 

60  . ! . 1102,  1136,  1317 

61  . 1165,  1318,  3033 

86 . .: . 1910 

123 . 954,  2120 

136 . 3033 

192 . 2556 

264 .  2893 

265..... . 2893 

408 _ :.. . 2544 

420 . 1858 

430  . 1430,  2369 

431  . 1430,  2369 

434 .  3136 

465 . 2934 

763 .  3033 

41  CFR 

Ch.  1 . 3519 

Ch.  101 . 1731,  3021 

1-4 . 1196 

5-6 . 908 

5-14 . 911 

5-60 .  900 

5A-6 . 908 

5A-14 . 911 

5A-60 .  900 

5B-60 .  900 

14-2 . 1730 

101-20 .  3523 

101-26 .  3024 

101-35 . 1213 

101-36 . 1213 

101-38 . 3023 

Proposed  Rules: 

9-15 . 955 

9-50 . 959 

101-11 . 3239,  3240 


42  CFR 

442 . 1268 

Proposed  Rules: 

36 . 1318 

405 . 959,  3794 

481  . 959 

482  . 959 

43  CFR 

Subtitle  A . 2348 

2091 . 1634 

2200 . 1634 

2210 . 1634 

2220 . 1634 

2230 . 1634 

2240 . 1634 

2250 . 1634 

2260 . 1634 

2270 . 1634 

Proposed  Rules: 

4 . 3242 

426 . 3250 

Public  Land  Orders: 

1362  (Revoked  by 

PL0  5799) . 2047 

2307  (Revoked  by 

PL0  5798).:. . 2046 

3917  (Partially  revoked 

by  PLO  5802) . 2047 

4849  (Partially  revoked 

by  PLO  5799) . 2047 

4863  (Revoked  by 

PLO  5806) . 2348 

5791 . 2613 

5797  .  2046 

5798  .  2046 

5799  .  2047 

5800  . 1734 

5801  . 1734 

5802  . 2047 

5803  . 1734 

5804  _ ; . . 2047 

5805  . 2048 

5806  .  2348 

44  CFR 

Ch.  1 . 1270 

10 .  2049 

59  . 1273 

60  . 1273 

64  . 1273,  3212,  3214 

65  . 1274,  1736 

67 . 1275 

332 . 2349 

Proposed  Rules: 

67 . 1319 

45  CFR 

95 . 3527 

304 . 1275 

1067 . 1234 

1225 . 1608 

Proposed  Rules: 

Ch.  XII . 960 

16 . 1644 

74 . 1644 


286 . 913 

291 . 913 

502  . 1276 

Proposed  Rules: 

108 .  3573 

381 . 2370 

401 . 2656 

503  . 3250 

47  CFR 

0 . 2352 

73 . .- . 3530,  3531 

Proposed  Rules: 

25 . 3250 

73 .  3573-3575 

49  CFR 

Subtitle  A. . 2352 

201 . 2613 

512 .  2049 

525 .  2063 

537 .  2063 

555 .  2063 

571 _ 2064,  2618 

845.. ..„ . 3532 

1002  .  2294,  2295 

1003  .  2294 

1011 . 2294,  3532 

1033.. ..  1738,  3216,  3533,  3534 

1100 . 2294 

1136  .  2295 

1137  .  2294 

1331 . 2295 

Proposed  Rides: 

23 . 969 

172  . 2121,2126 

173  . 2121,2126 

175 . 2126 

178  . 2126 

179  . 2126 

192 . 39 

195 . 39,  2130 

571 _ 40,  55,  2132,2136 

1039 . 134 

1201 _ 1323,  2146 

1206  . 1323 

1207  . 1323 

-  1208. . 1323 

1209  . 1323 

1210  . 1323 

1241 . 2146 

1300  . 1324 

1301  . 1324 

1303 . 1324 

1305 . 1324 

50  CFR 

17 . 3178,  3184,  3361 

26 .  913,  916,  2076 

33 . „917,  918,  2078,  2352, 

3218 

250 . 66 

285 .  3025 

296 . .*. . 2302,  3534 

611 . 1738,  2079,  2081 

652 . 1740,  3534 

Proposed  Rules: 

17 . 3188 

216 . 1761,  2153 

611 - 2153,  2154 

643 . 2153 

672 . 2154 


301  . 1319 

302  . 1321 

303  . 1321 

1062 . 961 

46  CFR 

225 . 913 

284 . 913 


r 
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AGENCY  PUBLICATION  ON  ASSIGNED  DAYS  OF  THE  WEEK 


The  following  agencies  have  agreed  to  publish  all  This  is  a  voluntary  program.  (See  OFR  NOTICE 
documents  on  two  assigned  days  of  the  week  41  FR  32914,  August  6,  1976.) 

(Monday /Thursday  or  Tuesday/Friday). 


Monday 

Tuoaday 

Wadnaaday 

Friday 

DOT/SECRETARY 

USDA/ASCS 

DOT/SECRETARY 

USDA/ASCS 

DOT/(X)AST  GUARD 

USDA/FNS 

DOT/COAST  GUAHD 

USDA/FNS 

DOT/FAA 

USDA/r.SQS 

DOT/FAA 

USDA/FSQS 

DOT/FHWA 

USDA/REA 

DOT/FHWA 

USDA/REA 

DOT/FRA 

MSPB/OPM 

DOT/FRA 

MSPB/OPM 

DOT/NHTSA 

LABOR 

DOT/NHTSA 

LABOR 

DOT/RSPA 

HHS/FDA 

DOT/RSPA 

HHS/FDA 

DOT/SLSDC 

DOT/SLSDC 

DOT/UMTA 

DOT/U^TA 

CSA 

CSA 

Documents  normally  scheduled  for  publication  on  a  day  that  will  be  a 
Federal  holiday  will  be  published  the  next  work  day  following  the  holiday. 
Comments  on  this  program  are  still  invited. 

Comments  should  be  submitted  to  the  Day-of-the-Week  Program  Coordinator 
Office  of  the  Federal  Register,  National  Archives  and  Records  Service, 
General  Services  Administration,  Washington,  D.C.  20408 


NOTE:  As  of  September  2,  1980,  documents  from 
the  Animal  and  Plant  Health  Inspection  Service, 
Department  of  Agriculture,  will  no  longer  be 
assigned  to  the  Tuesday/Friday  publication 
schedule. 


REMINDERS 


The  "reminders'*  below  identify  documents  that  appeared  in  issues  of 
the  Federal  Register  15  days  or  more  ago.  Inclueion  or  exclusion  from 
this  list  has  no  legal  significance. 

Rules  Going  Into  Effect  Today 

COMMERCE  DEPARTMENT 

Maritime  Administration — 

81587  12-11-80  /  Admission  and  training  of  Midshipmen  at  the 

U.S.  Merchant  Marine  Academy;  pay  increase 

CONSUMER  PRODUCT  SAFETY  COMMISSION 
82625  12-16-80  /  Bicycle  safety;  Alternative  for  satisfying 

reflectivity  requirements 
ENVIRONMENTAL  PROTECTION  AGENCY 
82633  12-16-80  /  Approval  of  portion  of  Florida  State 

Implementation  Plan 

82844  12-16-80  /  Procedures  for  notification  of  chemical  exports 

JUSTICE  DEPARTMENT 
Office  of  Attorney  General — 

82631  12-16-80  /  Bankruptcy  provisions  “ 

List  of  Public  Laws 

Note:  No  public  bills  which  have  become  law  were  received  by  the 
Office  of  the  Federal  Register  for  inclusion  in  today’s  List  of  Public 
Laws. 

A  complete  listing  for  the  second  session  of  the  96th  Congress  is 
published  in  the  Reader  Aid  section  of  the  issue  of  January  7, 1981. 


THE  FEDERAL  REGISTER:  WHAT  IT  IS 
AND  HOW  TO  USE  IT 


FOR:  Any  person  who  uses  the  Federal  Register  and 

Code  of  Federal  Regulations. 

WHO:  The  Office  of  the  Federal  Register. 

WHAT:  Free  public  briefings  (approximately  2Vi  hours) 
to  present: 

1.  The  regulatory  process,  with  a  focus  on  the 
Federal  Register  system  and  the  public's  role 
in  the  development  of  regulations. 

2.  The  relationship  between  Federal  Register 
and  the  Code  of  Federal  Regulations. 

3.  The  important  elements  of  typical  Federal 
Register  documents. 

4.  An  introduction  to  the  finding  aids  of  the 
FR/CFR  system. 

WHY:  To  provide  the  public  with  access  to 

information  necessary  to  research  Federal 
agency  regulations  which  directly  affect 
them,  as  part  of  the  General  Services 
Administration’s  efforts  to  encourage  public 
participation  in  Government  actions.  TTiere 
will  be  no  discussion  of  specific  agency 
regulations. 

WHEN:  February  13  and  27;  March  13  and  27;  at  9  a.m. 
(identical  sessions). 

WHERE:  Office  of  the  Federal  Register,  Room  9409, 

11(X)  L  Street  NW.,  Washington,  D.C. 
RESERVATIONS:  Call  King  Banks,  Workshop 
Coordinator,  202-523-5235. 


Just  Released.  Order  yours  now! 


Privacy  Act  Issuances,  1979  Compilation 


Quantity  Volume  Price  Amount 

_  _ _ -Volume  I  $  9.50  $ _ _ 

(Agriculture;  Commerce;  Defense  (Part  I)) 

_ Volume  II  10.00  _ 

(Defense  (Part  II);  Energy;  Health,  Education, 
and  Welfare;  Housing  and  Urban  Develop¬ 
ment;  Interior) 

_ Volume  III  9.50  _ 

(Justice;  Labor;  State;  Transportation;  Treas¬ 
ury;  independent  agencies  (A-C))* 

_ Volume  IV  10.00  _ 

(Independent  agencies  (E-Z))* 

_ Volume  V  (Research  Aids)  4.00  _ 

Total  Order  $ _ _ 


"See  the  June  1980  Federal  Register  Index  for  the  list  of  independent  agencies  in  each  volume. 


PLEASE  DO  NOT  DETACH 


Mail  Order  Form  to: 

Superintendent  of  Documents,  Government  Printing  Office,  Washington,  D.C.  20402 

Enclosed  find  $ . (check  or  money  order)  or  charge  to  my  Deposit  Account 

No . Please  send  me . copies  of: 


Name . . . 

PLEASE  FILL  IN 

MAILING  LABEL  Street  address . 

BELOW 

City  and  State . ZIP  Code 


FOR  USE  OF  SUPT.  DOCS. 

....Enclosed . . . 

To  be  mailed 

....later . 

....Subscription . 

Refund . 

Postage . 

Foreign  Handling . . 


FOR  PROMPT  SHIPMENT,  PLEASE  PRINT  OR  TYPE  ADDRESS  ON  LABEL  BELOW,  INCLUDING  YOUR  ZIP  CODE 


SUPERINTENDENT  OF  DOCUMENTS 
U.S.  GOVERNMENT  PRINTING  OFFICE 
WASHINGTON,  D.C.  20402 


OFFICIAL  BUSINESS 


POSTAGE  AND  FEES  PAID 
U.S.  GOVERNMENT  PRINTING  OFFICE 
375 

SPECIAL  FOURTH-CLASS  RATE 
BOOK 


Name 


Street  address 
City  and  State . 


ZIP  Code 


i 


A 


iJ 


* ;! 


\ 

\ 


\ 


/ 


\ 


\ 


f 


I 


